
TABLE : B 070 

25-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BW/O) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

________________________________________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

7 (CONTINUED) 
10 V STERNEBRA(E) OF IRREGULAR SHAPE 

4TH 

12 

14 

16 

1 

2 

a 

:; 

14 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH,6TH 

V 13TH RIB(S) SHORTENED L 
R ;:kRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V ;;lRNEBRA(E) OF IRREGULAR SHAPE 

R ;$R;;;RA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5 T H 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
l<T 
I~O~HING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,hTH . 

M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 
5 T H 

R ;;;";:;"A(") INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STEiNEBRA(E) OF IRREGULAR SHAP.E 
4TH 

II STERNEflRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 
5TH, ADDITIONALLY REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
9TH,lOTH,llTH 

M :;;pi"CIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

V ACCESSORY THORACIC VERTEBRA 
14TH 

V ACCESSORY 14TH RIB(S) 
BOTH ONLY RUDIMENTARY 

B 

______^___________^_----“----------- --____ ________“___________----------------------------------------------------“-------“-------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION 

2-MODERATE, 3-MARKED, P-PRESENT 
U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 071 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BW/D) 
_______________--______^________________-------------------------------------------------------------------------------------- ----- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
______________-_____----------------------------------------------------------------------------------------- ----- 

8 (CONTINUED) 

K 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

9 1 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH - 

3 NOTHING ABNORMAL DETECTED 
5 V STERNEBRA(E) OF IRREGULAR SHAPE 

10 

11 

. 
5 T H 

7 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

R ;ti;~;;;; VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

9 R ;-;~(A~Ic VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

11 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

13 R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ;;;;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

15 NOTHING ABNORMAL DETECTED 

1 V ;$R;:;RA(E) OF IRREGULAR SHAPE 

NOThING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
h T II - . . . 

1: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

13 R ;;flRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

1 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

V STERNEBRA(E) BIPARTITE 
5TH. ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

3 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

_______________--------- ------ ____-_____-_____----_________________^__-------------------------------------------------------- ----- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE 3-MARKED, P-PRESENT 
FINOING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



TABLE : B 072 

25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BH/D) 
_______________^__^_____________________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________----------------------------------------------------------------------------------- ^_________________^_-------- 

11 (CONTINUED) 

12 

13 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE . _ 
6TH 

5 V ;;bR;:;RA(E) OF IRREGULAR SHAPE 

7 R ;;;k&A(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

9 V STEiNEBRA(E) OF IRREGULAR SHAPE 
5TH 

:: 

M ;;tl;ACIC VERTEBRAL BODY/BODIES.DUMBBELL-SHAPED (ASYMMETR.) 

NOTtlING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

4 T ti 

15 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

R ;;;;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R STERNEERA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH,bTH 

R SKULL INCOMPLETELY OSSIFIED 

IRREGULAR SHAPE 1 V ;;;RNEBRA(E) OF 

V RUDIMENTARY CERV 
3 V $RNEBRA(E) OF 

ICAL RIB(S) 
IRREGULAR SHAPE 

8 NOTHING ABNORMAL DETECTED 

:; 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

14 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

V 13TH RIB(S) SHORTENED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,!iTH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH,bTH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V ;;LRNEBRA(E) OF IRREGULAR SHAPE 

______________^_________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, a-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FIND:NG CODE: M-MALFORMATION V-VARIAT!ON. R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUC-94 

93046 TABLE : B 073 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 0 (0 MG/KG BH/D) 
____________________------------------ ____________________---------------------------------------- ---__------^-__----------- -----_- 

FEMALEX FETUS# OBSERVATION POSITION/GRADE 
_________________^__---------------------------------------- -___--____________^_--------------------------------------------------- 

13 (CONlINUED) 
12 

14 

15 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,6TH 

R ;;ERNEBRA(E) NOT OSSIFIED 
- 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH.6TH (5TH ADDITIONALLY REDUCED IN SIZE, 6TH INCOMPLETELY 
OSSiFIEDj 

R ;;KIpi"CIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

2ND,3RD,4TH,5TH 
V 13TH RIB(S) SHORTENED 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

FT" 
J I  I ,  

R ;;tl;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V 13TH RIB(S) SHORTENED B 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH 

5 

V RUDIMENTARY CERVICAL RIB(S) R 
V 13TH RIB(S) SHORTENED L 
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

0 l- H 
7 R $RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

11 R STERNEBRA(E) NOT OSSIFIED 
5TH 

V 13TH RIB(S) SHORTENED R 
13 R ;;;RNEBRA(E) NOT OSSIFIED 

R W;RNEBRA(E) INCOMPLETELY OSSIt-IED OR REDUCED IN SIZE 

____________^_______-------------------------------------------- ------__---_________----------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BH/D) 
_-_----____^_______________ 

FEMALE# 
___^-__________^___________ 

15 (CONTINUED) 

16 

17 

18 

-- 

-- 

TABLE : B 074 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATION5 

__________-_________---------------------------------------------------------------------------------- 
FETUS# OBSERVATION POSITION/GRADE 
_________________-__---------------------------------------------------------------------------------- 

M :y;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R SKULL INCOMPLETELY OSSIFIED 

: 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH,bTH 

0 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
9TH,lOTH 

1 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

3 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
hTU 

5 

fJ 
12 

14 

1 

3 

5 

- . . 
V $RNEBRA(E) OF IRREGULAR SHAPE 

NOTHING ABNORMAL DETECTED 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN S 

5 T H 
IZ 

- 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5 T H 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
lST.4TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BW/D) 
___-_______-___-___-------- 

FEMALE# 
___-__________-_--_-------- 

18 (CONTINUED) 

19 

20 

TABLE : B 075 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

_________________---____________________-------------------------------------------------------------- 
FETUS# OBSERVATION POSITION/GRADE 
_____-____-_--_--------------------------------------------------------------------------------------- 

M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 
7TH, 12Ttl 

7 R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ~':~~A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

1 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1YT 

i7 
8 

10 

12 

14 

: 

V ijitt RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5Tti 

R ;$R;;;RA"' INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STEkNEBRA(E) OF IRREGULAR SHAPE 
5TH 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH 

5 
V i3iH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

GTU - . . 
M ;ti;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R :;ti;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

7 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

11 V STERNEBRA(E) OF IRREGULAR SHAPE 
5Ttl,bTH 

R TtIoRAcIc VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
1ITH 

R 

__-_---_-____------------ -----------------------------------------------------------.----------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B Oib 

TEST GROUP 0 (0 MG/KG BW/D) 
______^_-___________-------------------------------------------------------------------------------------------------------- - - - - - - - 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________--------------------------------------------------------------------------------------------------------------- 

21 
: 
5 

7 

10 
12 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V ;;;R;:$RA(E) OF IRREGULAR SHAPE 

R ;;tliACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R STERNEERA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 
NOTHING ABNORMAL DETECTED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

22 

23 

i 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

5 NOTHING ABNORMAL DETECTED 
7 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

9 

:: 

_ 
V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4TH,5TH 
NOTHING ABNORMAL DETECTED 

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

: 
V 13TH RIB(S) SHORTENED 
R $f;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

- , . 
5 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5TH 
7 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENI 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 0 (0 MG/KG BW/D) 

TABLE : B 077 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

___^-_______------__----------------- ------- _______________------------------------------------------------------------------------ 

_---. FEMALE# FETUS# 
____________-__---__--------------- 

23 (CONTINUED) 
17 

OBSERVATION POSITION/GRADE 
________-__^________------------------------------------------------------------------------ 

24 

25 

: 
5 

; 
11 

13 

1 

3 

6 

8 

10 

12 

14 

R ;;~I;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,5TH 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R ;;:;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;;$A”‘” VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR 

V STERNEBRA(E) BIPARTITE 
5TH 

R STERNEBRA(E) NOT OSSIFIED 
5TH 

R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;IiRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR 
9TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5 T H 

________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL T.DXICITY STUDY IN RATS 

TABLE : 6 078 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL 

TEST GROUP 1 (100 MG/KG BW/D) 
OBSERVATIONS 

___________________-____________________-----------------------------------------------"------------------------------------------- 
FEMALEt FETUS# OBSERVATION POSITION/GRADE ______________-_________________________------------------------------------------------------------------------------------------- 

26 1 R :;;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R :;W;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V ACCESSORY 14TH RIB(S) 
ONLY RUDIMENTARY 

R 

3 R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

27 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

: 
9 

28 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
2ND,5TH,bTH 

V STERNEERA(E) OF IRREGULAR SHAPE 
4TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
lST,ZNO 

11 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

R :i;R;C& VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

14 V STEtiNEBRA(E) OF IRREGULAR SHAPE 
5TH 

3 V Sl&R;:;RA(E) OF IRREGULAR SHAPE 

5 R STEtiNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5 T H 

7 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

9 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

11 
V 13TH RIB(S) SHORTENED 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH. ADDITIONALLY REDUCED IN SIZE 

B 

________________________________________------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL 

------------------------------------------------------------------ 

FINDING CODE: M-MALFORMATION 
l-SLIGHT, 2-MODERATE, 3-MARKED P-PRESENT 

V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATIOi 



25AUG-94 

93046 
PROJECT NO. 3oRo246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 079 

TEST GROUP 1 (100 MG/KG BW/D) ____________________------------ ________---^------ ___________________---------------- -__-_________--__-____ _______-_______- ..-_.._-.... 
POSITION/GRADE FEMALE# FETUS# OBSERVATION 

___^__________________________^____ ______________________________^___^_ ^-em-^- _____^--___-__---------- _-..-_e... - _ _ - - " - - - - _ - _ - - - ______ 
28 (CONTINUED) 

V RUDIMENTARY CERVICAL RIB(S) L 
13 R :;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

29 1 NOTHING ABNORMAL DETECTED 
3 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

‘iTU 
M iifDRACIC VERTEBRAL BODY/BODIES BIPARTITE (ASYMMETRICAL) 

F3 
l%ING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

10 R ;;yRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

30 
: 

R SKULL INCOMPLETELY OSSIFIED 
R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R TtiiiRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

M &ACTC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R SKULL INCOMPLETELY OSSIFIED 
5 NOTHING ABNORMAL DETECTED 
7 V STERNEERA(E) OF IRREGULAR SHAPE 

6TH. ADDITIONALLY INCOMPLETELY OSSIFIED 
9 R ;$RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

11 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

13 V ;$R;:;RA(E) OF IRREGULAR SHAPE 

15 NOTHING ABNORMAL DETECTED 
__________--__..a ___________________------------- e--_-m -__-__________-___------------------ _-____ -e--v-- _-..-..-- ____-_ ___________---- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BIL;~~;~'AR;AT~,;LIGHT~ 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION U-UNCLASSIFIED OBSERVATION 

NOTHING ABNORMAL DETECTED 
R ;;;R;i;RA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 



25-AUG-94 

93046 

TEST GROUP 1 (100 NC/KG BW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TPXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 080 

________________-__-*-------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE _________________------------------------------------------------------------------------------------------------------------------ 

31 1 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R :tiipi"CIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

3 
V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD.4TH 
R STERNEBRA(E) NOT OSSIFIED 

5TH 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

6 T H 

5 
V 13TH RIB(S) SHORTENED 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5 T Ii 
R ;;tIRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

;: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

11 V ;;kRNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5 T H 

R ;S;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

13 R STERNEBRA(E) NOT OSSIFIED 
5TH 

R ;;;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R ;;;;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

15 V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH 

_______________-_---___^___________ ___________-____-------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BH/O) 

TABLE : B 081 

____________-_______---“-------------------”-”--------------------------------------------------------------------------------- 

-;;MALE# FETUS# OBSERVATION POSITION/GRADE 
________^-__________-------------------------------""----"------------------------------------------------------------------- ------ 

31 (CONTINUED) 
M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

5TH, ADDITIONALLY REDUCED IN SIZE 
R :;~;A”‘” VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

32 I R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

10 V STERNEBRA(E) OF IRREGULAR SHAPE 
2ND 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
5TH,9TH,llTH,12TH 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
IlTH, 12TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

M -II;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
lOTH,llTH 

12 R ;;;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6 T H 

V 13TH RIB(S) SHORTENED L 
lfl R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5 T H 
R ~~IllACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

17 V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

R ;;ti;~c~c VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

__________-_______________^_____________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

TABLE : E 082 

ORAL-ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 1 (100 MC/KG BW/O) 
____________--------__^_________________------ -_-----____------_-_____________________--------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________--------------------------------------------------------------------------------------------------------------- 

33 1 R STERNEBRA(E) NOT OSSIFIED 
5TH 

3 V STERNEBRA(E) OF IRREGULAR SHAPE 
4 T H 

R ;;ERNEBRA(E) NOT OSSIFIED 

R STERNEERA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
hTH 

5 

7 

v RUDIMENTARY CERVICAL RIB(S) 
R THORACIC VERTEBRAL t?OOY/BOOIES INCOMPLETELY OSSIFIED 

IST 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH, ADDITIONALLY REDUCED IN SIZE 
R STERNEBRA(E) NOT OSSIFIED 

‘i T II _ 
V STERNEBRA(E) OF IRREGULAR SHAPE 

6TH 
V 13TH RIB(S) SHORTENED R 

9 R STERNEBRA(E) INCOMPLETELY OSSLFIED OR REDUCED IN SIZE 
5TH,6TH 

R ;;ti;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

11 V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED QR REDUCED IN SIZE 
5TH 

13 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

16 R ;;;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

18 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5Tti 

34 1 R ::ERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

2 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

8 NOTHING ABNORMAL DETECTED 
________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 083 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BW/D) 
______________^_____--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
________________________________________------------------------------------------------------------------------"------------------ 

34 (CONTINUED) 
10 R ;SLRNEURA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ;;;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

12 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R ;;;RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

14 

R :;li;AC'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 

35 1 

3 

5 
7 

10 

12 

14 

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,5TH 
NOTHING ABNORMAL DETECTED 

R ;-;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ;;iRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

36 

5 
1; 
12 

14 

V 13TH RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R -ii;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 
lST, ADDITIONALLY REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5Ttl 

____________________-----------------------------------------------------------~--------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, P-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 1 (100 MG/KG BW/D) 

PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INOIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 084 

____________________-------------------”------------------------ -_-_-____-_____“-__-------------------------------“““--------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE ___________________-------------------------"----------------------"-----------------"--------------"-----""-"-"-------------- 

37 
: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

6 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR-REDUCED IN SIZE 
5TH 

39 
: 

5 

40 

7 

9 

12 

14 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

GTU 
L ,  .  

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ;:;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R :;CIpiACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R THORACIC VERTEBRAL BDDY/BODIES INCOMPLETELY OSSIFIED 
IST 

V 13TH RIB(S) SHORTENED R 

R ;;bRNEORA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V ;;kRNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
lST, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH.STH 

______________________________________I_-----”-----------------------------------------------””----“------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 1 (100 MG/KG OR/O) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 085 

_______________^________________________~------------------------------------ _________^__________---------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

____-_-- ________________________________^_______----------------------------------------------------------------------------------- 

43 1 V ;;;R;W!tRA(E) OF IRREGULAR SHAPE 

R @NEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

3 R ;;;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

7 R ;;;RNEBRA(E) NOT OSSIFIED 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

11 R $RNEBRA(E) NOT OSSIFIED 

R !33hRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

44 
: 

NOTHING ABNORMAL DETECTED 
R HYOID BONE INCOMPLETELY OSSIFIED 
R :;;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

5 R :~;c;ACIC VERTEDRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

7 M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 
bTH,lZTH 

V ACCESSORY 14TH RIB(S) B 
BOTH ONLY RUDIMENTARY 

9 R THORACIC VERTEBR. BODY/BODIES-ONLY ONE OSSIFICATION CENTER 
1ST 

11 

R ;tttfiACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH.5TH 

13 V WhRNEBRA(E) OF IRREGULAR SHAPE 

15 NOTHING ABNORMAL DETECTED 
17 V ;;;R~;;RA(E) OF IRREGULAR SHAPE 

R STEiNEBRA(E) NOT OSSIFIED 
5711 

________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, Et-BILATERAL l-SLIGHT, 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION 

Z-MODERATE, 3-MARKED,' P-PRESENT 
U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 086 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KC BW/D) 
____________________--------------------------------------------------------------------------------------------------------- ----_- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___________________________________^____----~-------------------------------------------------------------------------------------- 

44 (CONTINUED) 
M MANDIBLE SHORTENED 

45 1 R ;;;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
&Tit ” . ., 

7 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

9 NOTHING ABNORMAL DETECTED 
12 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5TH 
V ;;;RHEBRA(E) OF IRREGULAR SHAPE 

46 

14 

:!I 

47 1 V STERNEBRACE) OF IRREGULAR SHAPE 
3RD.4TH ' ' 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH,5TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T Ii 

v STERNEBRA(E) OF IRREGULAR SHAPE 
5 T II - 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH 

R :':;;A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4 T II 5 T 11 

,  .  ,  1 

NOTHING ABNORMAL DETECTED 
R STERNEORA(E)-ONLY ONE OSSIFICATION CENTER 

5TH, ADDITIONALLY REDUCED IN SIZE 
R ;;;RNEQRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH. ADDITIONALLY REDUCED IN SIZE 

________________________________________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED. P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 087 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 1 (100 MG/KG BH/D) 
-_____--__________________^_____________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________^___-___--------------------------------------------------------------------------------------------------------------- 

47 (CONTINUED) 

48 

R :;;RACIC VERTEBRAL BODY/DODIES INCOMPLETELY OSSIFIED 

M :ttt;~C'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

3 R STERNEBRA(E) NOT OSSIFIED 
5TH 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

5 
9TH 

R STERNEERA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
IiTt! 

R #RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

7 R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V 13TH RIB(S) SHORTENED 
9 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

7ttn -..- 
V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD 
R STERNEBRA(E) NOT OSSIFIED 

4TH,5TH,bTH 
R ;;yRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

11 R STERNEBRA(E) NOT OSSIFIED 
5Ttl 

V RUDIMENTARY CERVICAL RIB(S) 

1 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

4 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

6 V STERNEERA(E) OF IRREGULAR SHAPE 
5TH 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
1ST 

11 NOTHING ABNORMAL DETECTED 
____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGliT, L-LEFT, B-BILATERAL I-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 088 

TEST GROUP 1 (100 MG/KG BW/D) 
_________________^____________^^________-----------------------------------------------------~------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________________________^___------------------------------------------------------------------------------------------- 

48 (CONTINUED) 
13 NOTHING ABNORMAL DETECTED 
15 V ;;;RNEDRA(E) OF IRREGULAR SHAPE 

49 

R I;;;AcIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (~YMMETR.) 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5 T H 

V 13TH RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 

R STERNEERA(E) NOT OSSIFIED 
5TH 
1 .  .  

V 13TH RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4 T Ii 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V i3TH RIB(S) SHORTENED 
11 V S$RNEBRA(E) BIPARTITE 

L 

R ~$RNEBRA(E) NOT OSSIFIED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R $RNEBRA(E) NOT OSSIFIED 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 

TABLE : B 089 

FEMALE# FETUS# 
_______^-_______--_---------------- 

51 1 

3 

5 
7 

52 

OBSERVATION POSITION/GRADE 
_______________-____--------------------------~---------------------------------------------- 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R :;I~;AcI~ VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

N?J~HING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

lITI 

R :;;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

ZND,3RD,4TH,5TH 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

6 T II 
NOTHING ABNORMAL DETECTED 

V W;RNEBRA(E) OF IRREGULAR SHAPE 

R $RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V ?ii~R;li;RA(E) OF IRREGULAR SHAPE 

NOTilING ABNORMAL DETECTED 
R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V ;i;RNEBRA(E) OF IRREGULAR SHAPE 

____^_______________-------------------------------------------------------------------------”------------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 090 

TEST GROUP 2 (400 MG/KG BW/D) 

PROJECT NO. 30R0246/9304b: PRENATAL TOXICITY STUDY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

____________________““““““““““““”””””””””””””””““““““““““”””””””“““““““““““-““-” ___""""""______""___""""""""""""""""""""""""""""""" 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

_____"_____"_-""___""""""""""""" """""""_"_"""""_"""^""""""""""""-"""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" 
52 (CONTINUED) 

V 13TH RIB(S) SHORTENED B 

54 1 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

3 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R ;T;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

5 
, , . . 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
9TH,lOTH,13TH 

55 1 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

56 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R ;S;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
b TH 

R ;;~T;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

7 R WE&RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

9 R $RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

R ;f;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

11 R STERNEBRA(E) NOT OSSIFIED 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

1 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

z 
V 13TH RIB(S) SHORTENED L 
V ;;~";~~"A(') OF IRREGULAR SHAPE 

7 V ;;;k;RA(E) OF IRREGULAR SHAPE 

_______“________________̂ _______________”””””””““““““““““”----””““““““““““““,“““““““““““““””””””““““““““““““““““““““““““““”””” """""" 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-'94 

93046 
PROJECT NO. 30R0246/93046 

ORAL ADMIN 

TABLE : Ei 091 
: PRENATAL TOXICITY STUDY IN RATS 
ISTRATION (GAVAGE) 

SKELETAL OBSERVATIONS INDIVIDUAL FETAL 
TEST GROUP 2 (400 MG/KG RW/D) 
______________-_____---------- _----___---____-_----------------------------------------------------------------------------- a------ 

t-EMALE# FETlJS# OBSERVATION POSITION/GRADE 
________________________________________------------------------------------------------------------------------------------------- 

56 (CONTINUED) 
R ;;;RNEBRA(E) NOT OSSIFIED 

M ;l-;R!;;RA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

R THOiACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
lST,4TH 5TH,6TH,BTH,9TH,llTH,l3TH (1ST ADDITIONALLY REDUCED 
IN SIZE) 

M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 
2ND, ADDITIONALLY REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES BIPARTITE (SYMMETRICAL) 
7TH,lOTH,lZTH 

1: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

13 V ii;RNEBRA(E) OF IRREGULAR SHAPE 

57 

58 

: 
5 
7 

1’1 

13 

15 

2 

a 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V 13TH RIB(S) SHORTENED R 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;!;"""I" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V ;;~";;;"A(') OF IRREGULAR SHAPE 

R ;;$ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R STERNEBRA(E) INCOMPLETELY DSSIFIED OR REDUCED IN SIZE 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;i;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

M ;~JCJ;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

________________________________________----------------------------------------------- -_---_______________________ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, E-BILATERAL l-SLIGHT, 
F!NDING CODE: M-MAIFORMATION V-VARIATION R-RETARDATION 

Z-MODERATE, 3-MARKED, P-PRESENT 
U-UNCLASSIFIED OBSERVATION 

__________--em-- 



25-AUG-94 

93046 
PROJECT NO. 30R0246 

ORAL 
INDIVIDUAL 

TEST GROUP 2 (400 MG/KG BW/D) 
_____-______________----------------------------------- 

FEMALE# FETUS# OBSERVAT 

TABLE : B  092 
/93046: PRENATAL TOXICITY STUDY IN RATS 

ADMINISTRATION (GAVAGE) 
FETAL SKELETAL OBSERVATIONS 

_-__--___--_____________^_______________------------------------------ ------ 
ION POSITION/GRADE 

______-________________________^_______ _______-_-__________------------------------------------------------------------------------ 
58 (CONTINUED) 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

59 1 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

R STERNEBRA(E) NOT OSSIFIED 
5 T II 

60 R :;;RACIC VERTEBRAL BODY/BODIES-INCOMPLETELY OSSIFIED 

V ACCESSORY 14TH RIB(S) B  
BOTH ONLY RUDIMENTARY 

5 

9 

11 

18 

- 
R ;:bRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;S;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) NOT OSSIFIED 
5TH,bTH 

R HYOID BONE INCOMPLETELY OSSIFIED 
V ;;;R;:;RA(E) OF IRREGULAR SHAPE 

V STERNEBRAIE) OF IRREGULAR SHAPE 
4TH,6TH . 

M  ;;;RNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

NOTHING ABNORMAL DETECTED 
V ;;;Rti;;RA(E) OF IRREGULAR SHAPE 

V STEiNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R ;i;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)  

______________-____---------- ----- ____________________----------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 093 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) ^______ ____________________----------------------------------- -_-_-_______________------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

_______________^____------------------------------------------------------- _______-____________^^__________________---------------- 
60 (CONTINUED) 

7 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

M ;;tiRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

10 V ;;EHRNEBRA(E) OF IRREGULAR SHAPE 

12 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

61 

62 1 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V 13TH RIB(S) SHORTENED 
9 R $RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

11 
13 

:: 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH 

R ;$RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ~~!RA~IC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

3 R ;i%r;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

5 R ;;;";;;"A(') INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

7 M @AC'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

9 R 6S;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

_____________________________^__________- -_-_______-___--_____^__________________-------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARilATION 

2-MODERATE, 3-MARKED, P-PRESENT 
U-UNCLASSIFIED OBSERVATION 

B 
L 

L 



25-AUG-94 

93046 TABLE : B 094 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAvAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG on/D) 
____________________--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________--------------------------------------------------------------------------------------------------------------- 

62 (CONTINUED) 

11 

64 
: 
5 

a 

10 

65 

12 
14 
lb 

9 

11 

13 

V 

V 

13TH RIB(S) SHORTENED L 
;;ERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 
;tiiRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

STERNEORA(E) OF IRREGULAR SHAPE 
5TH 
W;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

;;;;Ac~c VERTEBRAL BODY/B~DIES OUM~BELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
STERNEBRA(E) OF IRREGULAR SHAPE 
5TH,bTH 

;:;R;;$RA(E) OF IRREGULAR SHAPE 

NOTilING ABNORMAL DETECTED 
STERNEBRA(E) OF IRREGULAR SHAPE 
5TH,bTH 
;;;RNEBRA(E) NOT OSSIFIED 

.SSkRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

;;liRACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

;;~";:;"A(") OF IRREGULAR SHAPE 

:;WiACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

STERNEBRA(E) INCOMPLETELY OSSIFIED 0~ REDUCED IN SIZE 
5TH 
STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

______^__________________________^______------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, R-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 095 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 
_________________^__--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____---____--_--------------------------------------------------------------------------------------------------------------------- 

65 (CONTINUED) 

15 

66 1 R ;;;RNEBRA(E) NOT OSSIFIED 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
IST 

3 V ;;;R;ti;RA(E) OF IRREGULAR SHAPE 

b R THOtiACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V 13TH RIB(S) SHORTENED B 
NOTHING ABNORMAL DETECTED 

R ;;;;A”‘” VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

V 13TH RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R zT;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

L 

I  .  . ,  

16 V ;;;";;;"A"' OF IRREGULAR SHAPE 

V STEiNEBRA(E) BIPARTITE 
2ND,3RD (2ND ADDITIONALLY REDUCED IN SIZE) 

R STERNEBRA(E -ONLY ONE OSSIFICATION CENTER 
b 5TH, ADDITI NALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE , . 
6TH 

R SKULL INCOMPLETELY OSSIFIED 
R TYMPANIC ANNULUS INCOMPLETELY OSSIFIED L 
R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

1ST 
V 13TH RIB S SHORTENED 

I j V WAVY RIB S ! 
M LUMBAR VERTEBRA ABSENT 

________________^___--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 

TEST GROUP 2 (400 MG/KG BW/D) 

PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUdY IN RATS 
ORAL ADMINISTRATION (GAVAGE) 

INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : B 096 

____________________--------------------------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

________________^___---------------------------------------- -_-__-____-_________-----------------------------------------------~--- 
bb (CONTINUED) 

R OS PUBIS INCOMPLETELY OSSIFIED 

67 1 V ;;;R;t$RA(E) OF IRREGULAR SHAPE 

R ;;;i(ACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R ;;;"A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
2ND. ADDITIONALLY REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
4 T Ii 

69 1 R ;$RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

R ~$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V RUDIMENTARY CERVICAL RIB(S) R 
3 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

6 T H 

b 

8 

11 

14 

lb 

R W;R;:;RA(E) NOT OSSIFIED 

R SKUiL INCOMPLETELY OSSIFIED 
R THORACIC VERTEBR. BODY/BODIES-ONLY ONE OSSIFICATION CENTER 

lST, ADDITIONALLY REDUCED IN SIZE 
V ;$RNEBRA(E) OF IRREGULAR SHAPE 

V ;;;RW;RA(E) OF IRREGULAR SHAPE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

R ;;;“A”‘” VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R 'TT;Rt;;"H VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V STEiNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

__________________----------- ___^___________-____---------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
F!NOING CODE: !!-MALFORMATION V-VAt?!AT!ON R-RFTARhATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 097 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG OH/D) 
_____________________________________^__----------------------------------- ___--_______________------------------------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_-_____________^--_-------------- ^_^__-__________-_----------------------------------------- --_----_____________------------ -m-s--- 

69 (CONTINUED) 

70 

71 

R ;;Ii;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

5 R $RNEBRA(E) INCOMPLETELY OSSIFIED 0~ REDUCED IN SIZE 

V RUDIMENTARY CERVICAL RIB(S) R 
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

7 
9 T H 

V ;;;R;W;RA'E' OF IRREGULAR SHAPE 

R :$kNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
I 

V RUDIMENTARY CERVICAL RIB(S) L 
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

lST,9TH,lOTH 
10 R :;;";:;"A") INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

1 

4 

i 

10 

12 

a 

10 

R ;tl;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R ;;;RNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

' V STERNEBRA(E) OF IRREGULAR SHAPE 
1ST 

_________________________________^____^_------------------------------------- ----________-_____-_---------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARiATION U-UNCLASSIFIED OBSERVATION 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

V !Sf;RNEBRA(E) OF IRREGULAR SHAPE 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

NOTHING ABNORMAL DETECTED 
R ;li;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

v $$R;;;RA(E) 0~ IRREGULAR SHAPE 

NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 



25-AUG-9’l 

93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 2 (400 MG/KG BW/D) 
______^_____________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# 
---- 

TABLE : B 098 

m-m---------- _--_-__ 

_______________--______________________^-- 
71 (CONTINUED) 

12 
14 

OBSERVATION POSITION/GRADE 
___________-________----------------------------------------------------------- --e-w- 

NOlHING ABNORMAL DETECTED 
V RUDIMENTARY CERVICAL RIB(S) L 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
STH.hTH 

72 1 

73 

3 

5 

7 

9 

11 

13 
15 

: 

R HYOID BONE INCOMPLETELY OSSIFIED 
R SKULL INCOMPLETELY OSSIFIED 
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED 

IFIED 
-. .. , -. .. 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY Oss 
1ST 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

10TH 
V STERNEBRA(E) OF IRREGULAR SHAPE 

(SYMMETR.) 

4TH,5TH 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH, ADDITIONALLY REDUCED IN SIZE 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5 T H 
R ;tl;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

NOTHING ABNORMAL DETECTED 
R ;;yRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

NOTHING ABNORMAL DETECTED 
R ~tll~ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R :;ti;~CIc VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 
R ;;tlli”CIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5 T H 
_____...._-__--A---- ________________________^______^________------------------------------------------------------ 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

________-_____----- 



25-AUG-94 

93046 TABLE : B 099 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TCST GROUP 2 (400 MG/KG OW/D) 
____________^___________^__ _____________________^^_________________---------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
________________-__------ ___________-________-------------------------------------------------------------------------------------- 

74 (CONTINUED) 
5 V ACCESSORY LUMBAR VERTEBRA 
7 V STERNEERA(E) OF IRREGULAR SHAPE 

3RD,4TH,5TH 
9 V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4TH,5TH (5TH ADDITIONALLY REDUCED IN SIZE) 
11 NOTHING ABNORMAL DETECTED 
13 M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

5TH, ADDITIONALLY REDUCED IN SIZE 
15 V ;$RNEBRA(E) OF IRREGULAR SHAPE 

________________________________________----------------------------------------------------*-------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED. P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

q-ln4fl _-” .I TABLE : B 100 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
_________________-__---------------------------------------------------~----------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_____-________-__-__________^___________------------------------------------------------------------------------------------------- 

76 

77 

: 

5 

7 

9 . I 
5TH 

12 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

14 V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

16 V Sf;RNEBRA(E) OF IRREGULAR SHAPE 

1 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

V STERNEBRA(E) BIPARTITE 
5TH, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

3 NOTHING ABNORMAL DETECTED 
5 NOTHING ABNORMAL DETECTED 
7 V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4TH,5TH 

9 

11 

13 

15 

R ~~~~A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
6TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4Ttt,bTH (~TH ADDITIONALLY REDUCED IN SIZE) 

___________________^--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



93046 TABLE : 8 1Oi 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG OH/D) 

25-AUG-94 

____________^____-__--------------------------------------------------------------------------------------------------------------- 
FEMALEI FETUS# OBSERVATION POSITION/GRADE ____________-_____----------------------------------------------------------------------------------------------------------------- 

77 (CONTINUED) 

17 

R STERNEERA(E)-ONLY ONE OSSIFICATION CENTER 
3RD, ADDITIONALLY REDUCED IN SIZE 

V  STERNEBRA(E) OF IRREGULAR SHAPE 
5TH,bTH (5TH ADDITIONALLY REDUCED IN SIZE) 

70 1 V  $$RNEBRA(E) OF IRREGULAR SHAPE 

3 V  ;;LRNEBRA(E) OF IRREGULAR SHAPE 

R THDRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
IST 

V  13TH RIB(S) SHORTENED 
5 V  ;$RNEBRA(E) OF IRREGULAR SHAPE 

V 13Tli RIB(S) SHORTENED 
7 R ;;;RNEBRA(E) NOT OSSIFIED 

- . . 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

6TH 

9 
V  13TH RIB(S) SHORTENED 
R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

11 

13 

V 13TH RIB(S) SHORTENED 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH, ADDITIONALLY REDUCED IN SIZE 
V STERNEBRA(E) OF IRREGULAR SHAPE 

4 T ii 
V  STERNEBRA(E) BIPARTITE 

5TH, ADDITIONALLY REDUCED IN SIZE 
R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED <CT 
13 I 

R 
L 

15 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5111 ___________^________--------------------------------------------------------------------------------------------------------------- 

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 
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93046 TABLE : E 102 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
______________-_____--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________-------------------------~------------------------------------------------------------------------------------- 

79 1 M CLEFT STERNUM 
IN THE REGION FROM 2ND TH 6TH STERNEBRAE 

80 

(lST,ZN0,3RD,4Ttl,6TH STERNEBRAE BIPARTITE, 5TH STERNEBRA NOT 
OSSIFIED) 

3 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

5 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

7 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

:i 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

M ;;tlRAC'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R ;tJy;AC'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

1 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

3 NOTHING ABNORMAL DETECTED 
7 R ?ii;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;;;"A"'" VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

9 NOTHING ABNORMAL DETECTED 
11 R ~~t$tAC'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

13 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5Tli 

16 

- 
V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH, ADDITIONALLY REDUCED IN SIZE 
V 13TH RIB(S) SHORTENED 

81 1 V STERNEBRA(E) OF IRREGULAR SHAPE ' 
STH 

3 V ;;;RNEBRA(E) OF IRREGULAR SHAdE 

____________________--------------------------------------------------------------------------------------------------------------~ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG EW/D) 

TABLE : E 103 

_^______________________________________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

________________________________________------------------------------------------------------------------------------------------- 
81 (CONTINUED) 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V 13TH RIB(S) SHORTENED R 
5 V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH 
7 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH 
R ;;lipiACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V 13TH RIB(S) SHORTENED L 
9 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5 T H 
R ;g;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

11 V ;;;R;ff;RA(E) OF IRREGULAR SHAPE 

R STEiNEERA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R ;;;RNEBRA(E) NOT OSSIFIED 

13 V STERNEBRA(E) OF IRREGULAR SHAPE 

15 

3RD,4TH . ' 
M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

5TH, ADDITIONALLY REDUCED IN SIZE 
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

6TH 
NOTHING ABNORMAL DETECTED 

02 2 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH.5TH 

V RUDIMENTARY CERVICAL RIB(S) L? 
M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

1lTH 
4 V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH - 
V 13TH RIB(S) SHORTENED R 

6 V STERNEBRA(E) OF IRREGULAR SHAPE 
5 T H 

B V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH, ADDITIONALLY REDUCED IN SIZE 

____________________-------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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93046 TABLE : B 104 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
____________^_______---------------- _^^^_______-__-_________________________-------------------*----------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_^^______^__________--------------------------------------------------------------------------------------------------------------- 

82 (CONTINUED) 

:"2 
NOTHING ABNORMAL DETECTED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
1ST. ADDITIONALLY REDUCED IN SIZE 

14 V $RNEBRA(E) OF IRREGULAR SHAPE 

83 

84 

1 

3 

; 
9 

11 

13 

15 

V STERNEBRA(E) OF IRREGULAR SHAPE 
ZND,3RD,4TH,5TH 

V 13TH RIB(S) SHORTENED . 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE ' 

V ;;;RNEBRA(E) OF IRREGULAR SHAP'E 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH 

' V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

1 V STERNEBRAE FUSED 
1ST WITH ZND, BOTH ADDITIONALLY OF IRREGULAR SHAPE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH 

R ;;;RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

M SCAPULA(E) DEFORMED 
V CLAVICULA DEFORMED 
R SKULL INCOMPLETELY OSSIFIED 
R THORACIC VERTEBR. BODY/BODIES-ONLY ONE OSSIFICATION CENTER 

lST,OTH,gTH (1ST ADDITIONALLY REDUCED IN SIZE) 
M TttoRAcIc VERTEBRAL BODY/BODIES BIPARTITE (ASYMMETRICAL) 

5TH. 1lTtl 
___________________---------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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93046 TABLE : B 105 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1.000 MG/KG BW/O) 
______--____-_______---------------- ___^________________--------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
______-_____________----------------------- _______--_______________________________-------------------- -__---_______-_________^____ 

84 (CONTINUED) 

85 

V WAVY t 
R VERTEt ~~%SE~~~~~ INCOMPLETELY OSSIFIED 

CONCERNING PARTS OF THE THORACIC AND T 
SACRAL VERTEBRAE 

SHORTENED 

V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4Tt1,5TH 
R THORACIC VERTEBRAL BODY/BODIES DUMBBEL 

IOTH 
V 13TH RIB(S) SHORTENED 

R ;;;RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR 

HE WHOLE 

.L-SHAPED 

REDUCED 

B 

LUMBAR AND 

(SYMMETR.) 

IN SIZE 

R 

. , 
6TH 

3 V STERNEBRA(E) OF IRREGULAR SHAPE 
2ND,3RD,4TH 

R ;$R;;;RA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

5 V ;i&hNEBRA(E) OF IRREGULAR SHAPE 

R ;;;R;:;RA'E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

7 R $NEBRA(E) NOT OSSIFIED 

R ;;yRACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
ZND,3RD,4TH 5TH 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

M ;ttt;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

R :~~~;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

11 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

____________________---------------------------------------------------- -__-_----_______________________________------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/O) 

TABLE : B 106 

________________________________________------------------------------------------------------------------------------------------- 
FEMALE# FETUS# OBSERVATION POSITION/GRADE 

____________-_______--------------------------------------------------------------------------------------------------------------- 
85 (CONTINUED) 

13 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R ;$RNEBRA(E) INCOMPLETELY OSSIFIED dR REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 
1ST 

15 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

86 

87 

2 V STERNEBRA(E) OF IRREGULAR SHAPE 
lST,6TH 

V ACCESSORY STERNEBRA 
ABOVE 1ST STERNEBRA, SMALLER THAN THE OTHERS 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
1lTH 

V 13TH RIB(S) SHORTENED 
4 V STERNEBRA(E) OF IRREGULAR SHAPE 

6TH 

7 

1; 
13 

V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

bTH 
V 13TH RIB(S) SHORTENED 

NOTHING ABNORMAL DETECTED 
V 13TH RIB(S) SHORTENED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

5TH,bTH 

2 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5TH 

4 R STERNEBRA(E -ONLY ONE OSSIFICATION CEN 
5TH, ADDITI b NALLY REDUCED IN SIZE 

V STERNEBRA(E) OF IRREGULAR SHAPE 
6TH 

TER 

.L-SHAPED (SYMMETR.) R THORACIC VERTEBRAL BODY/BODIES DUMBBEL 
10TH 

i 
NOTHING ABNORMAL DETECTED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R 

R 

L 

El 

11 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5 T H 

_________________------------------------------------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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25-AUG-94 

93046 
PROJECT NO. 30R0246/9304b: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
______--____________--------------------------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
______________-_-_________________^_____------------------------------------------------------------------------------------------- 

87 (CONTINUED) 

a0 

89 

13 V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,bTH 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

1 

3 

5 
7 

1; 

V ;;FRNEBRA(E) OF IRREGULAR SHAPE 

R ;;;RNEBRA(E) NOT OSSIFIED 

V 13TH RIB(S) SHORTENED 
NOTHING ABNORMAL DETECTED 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

M THORACIC VERTEBRAL BODY/BODIES BIPARTITE (ASYMMETRICAL) 
l3TH 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4 T ti 

R ;i;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;T;RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

10 

V ;;ERNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) BIPARTITE 
5TH, ADDITIONALLY REDUCED IN SIZE 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5Ttt 

V Sl;R~~~RA(E) OF IRREGULAR SHAPE 

M STEiNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 
5 T H - 

V RUDIMENTARY CERVICAL RIB(S) R 
V STERNEBRA(E) OF IRREGULAR SHAPE 

4TH,bTH (bTH ADDITIONALLY INCOMPLETELY OSSIFIED) 
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

5TH 
R ;tii;ACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

______________^___________^_____________------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , l-SLIGHT, P-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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93046 
PROJECT NO. 3ORO246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TABLE : 5 108 

TEST GROUP 3 (1,000 MG/KG BW/D) 
________________________________________------------------------------------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_________________^_-________^_______^___------------------------------------------------------------------------------------------- 

89 (CONTINUED) 
12 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

14 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
2N0,3RD,bTH 

R :$RNEBRA(E) NOT OSSIFIED 

R THORACIC VERTEBR. BODY/BODIES-ONLY ONE OSSIFICATION CENTER 1 CT 
M ;~OI;JACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

90 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 
5TH, ADDITIONALLY REDUCED IN SIZE 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R ;;;;AcIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

3 R STERNEBRA(E) NOT OSSIFIED 
5TH 

V RUDIMENTARY CERVICAL RIB(S) 
5 R ;$RNEBRA(E) NOT OSSIFIED 

7 

9 

12 

_ 
V STERNEBRA(E) OF IRREGULAR SHAPE 

2ND,3RD,4TH 5TH 
V STERNEBRA(Ej OF IRREGULAR SHAPE 

2ND,3RD 
V 13TH RIB(S) SHORTENED 
R ;;;RNEBRA(E) NOT OSSIFIED 

_ 

14 

16 

18 

R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5Ttt 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH,bTH 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

R STERNEBRA(E) NOT OSSIFIED 
5 T ti 

____________________--------------------------------------------------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
F!NDING CODE: M-MA1 FORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 25-AUG-94 

93046 93046 TABLE : B TABLE : B 109 109 
PROJECT NO. PROJECT NO. 30R0246/93046: 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL INDIVIDUAL FETAL SKELETAL OBSERVATIONS OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BH/D) TEST GROUP 3 (1,000 MG/KG BH/D) 
________________________________^_______-"-""""""~""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" ________________________________^_______-"-""""""~""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""""" """""" """""" 

FEMALE# FEMALE# FETUS# FETUS# 
"^" “^” ““__“““““___““““_“_“““““““““““““””””” ““_“” 

90 (CONTINUED) 

OBSERVATION POSITION/GRADE 
""""""""""""""""""""_________^__________""""""-"""""""""""""""""""""""""""""""""--""-- 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
b T H 

91 

92 

20 

: 

5 

7 

9 

11 

1 

3 

v i3~H RIB(~) SHORTENED R 
NOTHING ABNORMAL DETECTED 

NOTHING ABNORMAL DETECTED 
V STERNEBRA(E) OF IRREGULAR SHAPE 

3RD,4TH,bTH 
R ;:!$RNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R ;Tk&RNEBRA(E) NOT OSSIFIED 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) OF IRREGULAR SH‘APE 
4TH,5TH 

V W;RNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) OF IRREGULAR SHAP'E 
3RD,4TH,5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
hTli ” ., 

M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 
lST, ADDITIONALLY REDUCED IN SIZE 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
lOTH,13TH 

V STERNEBRA(E) OF IRREGULAR SHAPE 
4TH,5Tti 

R WLRNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
Y  I II 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

_________~__________““““““““~“““””-”””””-””--””““““““““----”””””““““““““““““““-“““““““““““””””””““““““““““““““““““““““““““””” 

POSITION/GRADE CODE: R-RIGHT, L-LETT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 

“““““” 
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93046 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 

TABLE : B 110 

_______________^---- _______________-_________^^_____________-------------------------------------------*--------------------------- 
FEMALE% FETlJS# OBSERVATION POSITION/GRADE _______^________________________________------------------------------"---------------------------- _______________-___-_______^____ 

93 1 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

4 R ;;;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R LUMBAR VERTEBRAL ARCH(ES) INCOMPLETELY OSSIFIED L 
4TH 

6 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH 

R ;l,i;;AC'C VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

1: 
ijtiiii~~G ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;W;ACIC VERTEBRAL BODY/BODIES DUMOBELL-SHAPED (SYMMETR.) 

12 R ~;$RNERRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

94 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 
8TH, 12TH 

V 13TH RIB(S) SHORTENED 
R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

1ST 

1 V ;$RNEBRA(E) OF IRREGULAR SHAPE 

3 V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

R ;kiipiACIC VERTEBRAL BODY/BODIES DUMBOELL-SHAPED (SYMMETR.) 

5 V ;$RNEBRA(E) OF IRREGULAR SHAPE 

7 V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

9 V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD 

R ;;~";;;"A(') NOT OSSIFIED 

__________----------- ____________________------------------------------------------------------------------------------------------ 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, Z-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION U-UNCLASSIFIED OBSERVATION 
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93046 TABLE : B 111 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIl.lUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/O) 
___________________--------- ________________________________________--------------------------------------------------------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
_^___________^__________________________--------------------------------------------~---------------------------------------------- 

94 (CONTINUED) 
R METACARPAL BONES INCOMPLETELY OSSIFIED B 
R SKULL INCOMPLETELY OSSIFIED 
V 13Tli RIB(S) SHORTENED 
R ;$"A' VERTEBRAL ARCH(ES) INCOMPLETELY OSSIFIED b 

R ;:;"A' VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R ;:bRAL VERTEBRAL ARCH(ES) NOT OSSIFIED B 

95 

11 

13 

1 

3 

5 

a 

11 

R VERTEBRAL COLUMN INCOMPLETELY OSSIFIED 
CONCERNING THE THORACIC VERTEBRAE 

V WAVY RIB(S) 
V ;$RNEBRA(E) OF IRREGULAR SHAPE 

V :;;R;;;RA(E' OF IRREGULAR SHAPE 

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

R ;$RACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R :~;~~AcIC VERTEBRAL B~DY/BODIES DUMBBELL-SHAPED (sYMMETR.) 

V ;$RNEBRA(E) OF IRREGULAR SHAPE 

V ACCESSORY STERNEBRA 
ABOVE 1ST STERNEBRA, ONLY RUDIMENTARY 

R ;;;RNEBRA(E) NOT OSSIFIED 

V RUDIMENTARY CERVICAL RIB(S) 
V STERNEBRA(E) OF IRREGULAR SHAPE 

4TH. ADDITIONALLY REDUCED IN SIZE 
R ;;;";:;"A(') NOT OSSIFIED 

R SKULL INCOMPLETELY OSSIFIED 
M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

lST, ADDITIONALLY REDUCED IN SIZE 
-_----- ____^_______________------------------------------ _____________-__________________________---------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 
FlUDING CODE: M-MALFORMATION V-VARIATION R-RETARbATION 

2-MODERATE, 3-MARKED, P-PRESENT 
U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : 8 113 
PROJECT NO. 30R0246/93046: PRENATAL TDXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG EN/D) 
____________________------------------------------------------------------------------------- ____________________------------------ 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
____________________------------------ ___-______-________-________________^__^----------------------------------------------------- 

98 (CONTINUED) 
R ;i;RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

14 V ;;;";;;"A(') OF IRREGULAR SHAPE 

R $NEBRA(E) NOT OSSIFIED 

V 13TH RIB(S) SHORTENED 

99 

100 

: 
6 

NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
6TH ~ ' 

a V STERNEBRA(E) OF IRREGULAR SHAPE 
5TH 

10 R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
- .* 

6 
NOTHING ABNORMAL DETECTED 
NOTHING ABNORMAL DETECTED 

: 
NOTHING ABNORMAL DETECTED 

V STERNEBRA(E) OF IRREGULAR SHAPE 
3RD,4TH 

6 

8 

10 

12 

14 

R ;;LRNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

V STERNEBRA(E) OF IRREGULAR SHAPE 
!iTH 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E 
b 

BIPARTITE 
5TH, ADDITI NALLY REDUCED IN SIZE 

V ;;;RNEBRA(E) OF IRREGULAR SHAPE 

V S$R;ti;RA(E) OF IRREGULAR SHAPE 

R ;$iNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

16 V ;;;R;;;RA(E) OF IRREGULAR SHAPE 

____________________---------------------- ____---___-______-__--------------------------------------------------------------------- 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 



25-AUG-94 

93046 TABLE : B 112 
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS 

ORAL ADMINISTRATION (GAVAGE) 
INDIVIDUAL FETAL SKELETAL OBSERVATIONS 

TEST GROUP 3 (1,000 MG/KG BW/D) 
____^_-_-___________----------------------------------------------- -__----____________---------- ___-_________-______--------------- 

FEMALE# FETUS# OBSERVATION POSITION/GRADE 
___-_________-______------------- -_------_----__-____---------------------------------------------------------------------- ___--_-- 

95 (CONTINUED) 

14 

R THORACIC VERTEBRAL BODY/BODIES DUMBDELL-SHAPED (SYMMETR.) 
9TH,lOTH,lZTH,13TH 

V ACCESSORY LUMBAR VERTEBRA 
R METATARSAL BONES INCOMPLETELY OSSIFIED B 
R ;$RNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

96 

98 

: 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

R :;;RACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

6 V STERNEERA(E) OF IRREGULAR SHAPE 
5TH 

V 13TH RIB(S) SHORTENED 
a V ;$RHEBRA(E) OF IRREGULAR SHAPE 

R ;;;RNEDRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

12 
14 

1ST 
NOTHING ABNORMAL DETECTED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE . , 
5TH 

R ;;:;A"'" VERTEBRAL RODY/BDDIES DUMBBELL-SHAPED (SYMMETR.) 

R ;t;RACIC VERTEBRAL BODY/EiODIES INCOMPLETELY OSSIFIED 

2 R ;;;RNEBRA(E) NOT OSSIFIED 

V 13TH RIB(S) SHORTENED 
4 V ;;;Ri:;RA(E) OF IRREGULAR SHAPE 

ii 
NOTHING ABNORMAL DETECTED 

R STERNEFJRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 
5TH 

10 V STERNEBRA(E) OF IRREGULAR SHAPE 

12 
5TH 

R ;$RNEFtRA(E) NOT OSSIFIED 

B 

________________________________________------------------------------------------------------------------------------ ------.._--_-e 
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL l-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT 
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION 
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1. Analyses of the suspensions of test substance 



ZAX Analytik BASF 
Page 1 of 5 
04. May 1994/Wi 
ZAX/OF, E 210 
Frau Dr. 
Tel. 

Nowakowsky 
45226 

- 94LOO155 - 

Analytical Report 
- Homgeneity of Uvinul T 150 in olive oil DAB 10 - 

Sender: 

Project no.: 

Dr- Hellwig; ZHT, z 470 

30R0246/93046 

Test substance: . Uvinul T 150 

Batch no.: 08-0083 

Carrier: olive oil DAB 10 

Date of sample 
preparation: OS. April 1994 

Date ‘of receipt of 
samples: 05. April 1994 

Study period: 06. - 07. April 1994 

Storage conditions Sefcre 
start-of test: Freezer 

.Anai!;tical method: Xormal phase HPLC 

Apparatus : 

Reagents: 

Xodillar BPLC system with TUV/VIS detector 

n-heptane; absolute ethanol; Uvinul 
T 150 as reference standard and olive 
oil DAB 13 (both delivered by the sen- 
der) 

Samcie preparation: 

Detection: 

Dilution of test substance and samples 
with eluent 

LlChrosorb CX, 5 'urn i 250 :: 4 ms, Ilerckj 

93 C, n-hep:ane + 7 '; echancl (v/vi 

1 i ml/mln -.i 

20 ;11 

amb:ent temperature 

W/VIS 290 nm 



ZAX Analytik 
Page 2 of 3 
04. May 1994/Wl 
ZAX/OF, E 210 
Frau Dr. Nowakowsky 
Tel. 45226 
- 94LOO155 - 

Analytical Report 
- Homogeneity of Uvinul T 150 in olive oil DAB 10 - 

Results: 

Sample No. 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

- 14 

15 

16 

expected cont. 
[g/100 ml1 

2 

2 
1 

2 

2 

2 

2 

8 

8 

20 

20 

20 

20 

20 

20 

analytical value 
[g/100 ml1 

2.01 

1.95 

2.03 

1.93 

2.00 

2.01 

8.03 

8.00 

18.71 

19.62 

13.49 

19.30 

19.87 

19.67 

Remarks: 

The an2lyticai values indlc ated above are mean of two injections of 
the same solution. Only sinqie detbL Prminations were carried out be- 
c2uce t5e samples had CO be used completely. 



ZAX Analytik 
Page 3 of 3 
04. May 1994/Wi 
ZAWOF, E 210 
Frau Dr. Nowakowsky 
Tel. 45226 
- 94L00155 - 

Analytical Report 
- Homogeneity of Uvinul T 150 in olive oil DAB 10 - 

Discussion of results: 

The test substance is homogeneously distributed in the carrier. 

The determination were carried out according to the guidelines of 
-GLP. 

Retention of records: C-LP archives, ZAX, E 210 

(Dr. Nowakowsky) 



ZAX Analytik B&F 
STATEMENT 9F TZ QUALIT?! ASSURANCE UNIT 

ZAX-ffo (analytical study) 94 I; 00155 

2X is the code of the anzlytir;l department of EGSP, Ludrigs!x&n (Gxnany) 
LEX-31 is the zh?l-code of the a%iytical study 

ZHT-MO (substance) 
(project) 

Test substance ” Uvinul T 150 ” 
--^------------- 

Title of report Analytical Report: 
.. Homogeneity of Uvinul T 150 in Olive oil DAB 10 

Study director Dr. NOWAKOWSKY 

Date of report 04.May 94 
Date of signature 05.May 94 

The lahrztories and tbe conduct of zxlytical studies zre inqected in regzlar i!hrm.k. Besides these general 
inspections ye bqected tie fohkq items cormming t!Gs qecial study. - Findings are reprted to analytic2 
study director and his ranagement. . 

I Inspection. of i Date of Reported to 
ir,spection 

I 

study director 
and management 

Raw data: 15,Jun.94 15.Jun.94 

15.Jun.Q4 I 15.Jun.94 / 

e 
Ludxigshafen 15.Jun.94 

--------- 
Date 



ZAX Analytik 
Paqe 1 of 2 BASE= 
04: May 1994/Ir3i 
ZIG/OF, E 210 
Frau Dr. Nowakowsky 
Tel. 45226 
- 94LOO174 - 

Analytical Report 
- Concentration Control of Uvinul T 150 in olive oil DAB 10 - 

Sender: 

Project no.: 

Test substance: 

Batch no.: 

Carrier:- 

Date of sample 
preparation: 

Date;,of receipt of 
samples: 

Study period: 

Storage conditions befcre 
start of test: 

-%nalyti&l method: 

Apparatus: 

Reagents: 

Sample preparation: 

t4easurinc Darameters: J _ 

coiurrins : 

Xcbile chase: 

Flow: 

in2ection volume: 

Temperature: 

Detection: 

Dr. Hellwig, ZHT, 2 470 

30R0246/93046 

Uvinul T 150 

08-0083 

olive oil DAB 10 

14. April 1994 

14. April 1994 

15. - 16. April 1994 

Freezer 

Normal phase HPLC 

Yodular HPLC system with UV/VIS detector 

n-heptane; absolute ethanol; Uvinul 
T 150 as reference standard and olive 
oil DAB i0 (both tielivered by the sen- 
der) 

Dilution cf test substance and samples 
w3.ti-i eluenr 

LiChrcsorc CN, S q (250 :: 4 ~3, Xerck) 

513 2 n-hepLane + 7 5, ethanol (1:/v) 

1 : ml/riun /. 

20 -Ql 

a,mbient temperature 

uv,IVIS 290 nm 



ZAX Analytik BASF 
Page 2 of 2 
04. May 1994/wi 
ZAX/OF, E 210 
Frau l$i20wakowsky 
Tel. 
- 94LOO174 - 

Analytical Report 
- Concentration Control of Uvinul T 150 in olive oil DAB 10 - 

Results: 

J 
Sample No. 

! 
expected cont. analytical value 

[g/100 ml1 lg/lOO ml] 
3 2 2.06 

4 2 2.06 

5 8 7.98 

6 8 I 7.85 

I 7 1 20 19.6 

8 20 19.5 1, 

Remarks: 

The analytical values indicated above are mean of two injections of 
the same solution. OniT.: single determinations were carried out be- 
cause the samples had r,? be used complefely. 

Discussion of results: 

The concentrations found correspond to thk values expecceti. 

The determination were carried out accordin? CO the guidelines of 
GLP. 

Retention of records: G-L archives, ZAX, E 21C 



2X.X Analytik BASF 
STATEMENT OF THE QUALITY ASSURANCE UNIT 

ZAX-No (analytical study) 94 L 00174 I 

ZfIT-No (substance) 
(project) 

Test substance I( Uvinul T 150 'I 
_----h--^------- 

Title of report Analytical Report: 
Ccccentration control of Uvinul T 150 
in olive oil DAB 10 

Study director nr IL. NOWAKJWSKY 

Date of report 04.?fay 94 
Date of signature 05.May 94 

The I3xratrxies and tie conduct cf mlyti cz! studies are ibpxted iu regular intervals. &sides these general 
i,nsptic~~ Be inspected tie follcziz; itezs ccncerning this s,wial study. - Find&s are reprted to ana!~~ie! 
study director and his nanagment. 

I 
I 

Date of Reportec! TV 
izsFection study directcr 

and management , 

) Rsw data: I 15,Jrrn.94 I 
I 

15 -Jun.04 , I 
i I I 

I I 
15.J1un.0? 15.Jun.94 I 

Ludk:igshafen 
-------_---A-- 
QAU : SOLD 

15.Jun.94 
-A------- 
Date 
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2. Historical control data 



lb-A!!G-94 

TABLE : HCD 001 

SPECIES RAT HISTORICAL CONTROL DATA 

STRAIN WISTAR MEAN MATERNAL BODY WEIGHTS DURING GESTATION -- GRAMS 
SUPPLIER Dr. K. Thomae 

____________________------------------------------------------------------------------------------------------------------------- 

NO. OF 
ANIMALS MEAN 

RANGE OF 95 % SPREAD 
ACTUAL VALUES 2.5% 97.5% 

DAY 0 548 231.9 196.4 305.1 199.5 264.3 

DAY 1 548 236.0 200.1 299.8 203.2 268.7 

DAY 3 548 248.3 209.3 313.5 i14.6 282.0 

DAY 6 548 262.0 223.1 329.2 227.1 296.8 

DAY 8 548 269.6 229.1 337.7 233.9 305.2 

DAY 10 548 280. I 237.1 350.8 243.3 316.9 

DAY 13 548 297.8 244.0 367.9 258.9 336.7 

DAY 15 548 310.5 244.3 387.2 269.5 351.6 

DAY 17 548 333.4 244.3 416.4 287.1 379.7 

DAY 19 49 349.5 303.9 380.7 309.8 309.2 

DAY 20 548 383.1 248.6 479.8 323.7 442.5 



17-AUG-94 

SPECIES RAT 

STRAIN WISTAR 
SUPPLIER Dr. K. Thomae 

Females Mated 
Pregnant 

Aborted 
Premature Births 
Dams with Viable Fetuses 
Dams with all Resorptions 

Female Mortality 

Pregnant at C-section 

Corpora Lutea 

Implantation Sites 

Preimplantation Loss 

Postimplantation Loss 

Dams with Resorotions 

Resorptions 

Dead Fetuses 

Viable Fetuses 
Litter Size 

TABLE : IiCfl 002 

UISTORICAL CONTROL DATA 

REPRODUCTION DATA 

______I_______-_--_______________^______---------------------------------------------------------- 

RANGE (per study) 

605 
548 

545 
3 

N 
5 0.: 

N 548 
% 91 

ME!N 
S.D. 

a747 
lb.0 
2.25 

N 

!‘i” . * 

7991 
14.6 
3.29 

Lb. 
9.1 

lb.08 

% 
S.D. 10% 

14.4 

11.9 

2.3 

4.4 

N 320 
% 5a 

0.6 2.4 

4.4 15.7 

N 0 

ME!N 
S.D. 

7426 
13.6 
3.34 

11.1 

17.3 

lb.0 

20.1 

15.7 

14.9 

Viable Male Fetuses N 3799 
% 51 



. . 





17-AUG-94 

TABLE : HCD 005 

SPECIES RAT 

STRAIN WISTAR 
SUPPLIER Dr. K. Thomae 

HISTORICAL CONTROL DATA 

FETAL EXTERNAL MALFORMATIONS 

____________________-------------------------- _----___________________^___^___________------------------------------------------- 

FETUSES %RANGE 
N % % 

(per s;udy) LITTERS 
a N % 

kRANGE%(per st;dy) 

NUMUUeEVALUATED 7426 7426 545 

Dead 0 

M ANASARCA 4 0.05 0.0 0.6 4 0.7 0.0 9.1 

tl CLEFT PALATE 6 0.08 0.0 1.2 3 0.6 0.0 4.5 

TOTAL FETAL EXTERNAL MALFORMATIONS 9 0.1 6 1.1 

OBSERVATION CODE: M-Malformation 



Table: HCC) 029 

(Historical Control data from the breeder) 

10 63 

6 22 

5 22 

3 15 

5 
3 
4 

4 
2 

3 

3 

0 

2 
0 
0 

0 

0 

1 

0 

1 

2 

ll 
IL 
10 
l.2 

3 

3 

3 

1 
a 

a 

1 

a 

3 
4 
2 
1 
2 

28.0 0.3-l 
9.78 0.04 
9.78 0.04 
6.67 O-03 

4-89 0.02 
4.89 0.02 
4.44 0.02 
5.33 O-02 
1.33 < 0.01 
1.33 < 0.01 
1.33 <: 0.01 

0.44 < 0.01 

3.56 0.01 

3.56 0.01 

0.44 < 0.01 

3.56 0.01 
1.33 < 0.01 
1.78 < 0.01 
0.89 < 0.01 
o-44 < 0.01 
0.89 < 0.01 



Table: HCC) 028 

(Historical COlltrol data from the breeder) 

-EXAMINED lx37 4627 
l?zmsEs- U752 57810 
-- 

(078 %) (0~ %) 

6 15 

5 10 

0 3 

2 3 

1 4 

1 4 

cl 1 

1 4 

3 5 

1 1 

0 1 

0 1 

0 1 

0 1 

0 1 

13 
11 

6 
1 
1 
a 

6.66 
4.44 
1.33 
1.33 

1.78 
1.7s 

0.44 
1.78 

2.22 

0.44 

0.44 

0.44 
0.44 

0.44 

0.44 

-. 
5.78 0.02 

4.69 0.02 

2.67 0.01 

0.44 < O-G3 

0.44 < 0.01 

3.56 0.03 

0.03 
0.02 

< 0.01 
4 0.01 
< 0.01 
< 0.01 

< 0.01 
< 0.01 
< 0.01 

< 0.01 
< 0.01 

< 0.01 
< 0.01 
< 0.01 
< 0.01 



DATUM : 23.d3.1990 
DATE : 23.03.1990 

FETEN-PARAMETER 
FETUSES-PARAMETER 

FETEN- 
GEWICHT(G) 

TATISTIKEN WEIGHT OF 
TATISTICS FETUS(C) 

Table: HCD 027 

(Historical control data from the breeder) 

BASIS-DATEN RATTE 
HISTORICAL-VALUES RATS 

BE1 SCHNITTENTBINDUNG FETEN-PARAMETER 
AT HYSTERECTOMY FETUSES-PARAMETER 

PRAEIMPL.- RESORPT. - WUERFE MIT/LITTERS WITH 
VERLUSTt%) RATE(%) MISSB. VARIAT. 
PRAEIMPL .- RESORPT. - MALFORM. VARIAT. 
LOSS(%) RATE(%) 0 1 )I 0 1 >1 

__^________-.- I-------- -e...-- _---^---^-----c-----__1_____________I_c_------------------- 

VERS. / STUD. 10 10 10 10 10 10 10 10 10 
GRUP. / GROUPS 2c 26 26 26 26 26 26 26 26 
uUERFE/LITTERS 393 393 393 393 393 393 393 393 393 

\U(TOTAL) 5.34 9.34 7 .G4 94.7 4.8 .s 61.7 19.2 19.1 
lW(MIN) 4.82 0.00 1 .G7 71.4 0.0 0.0 0.0 0.0 0.0 
lU(flAX) 5.58 25.16, 24.81 100.0 18.2 14.3 84.2 50.0 50.0 

:D(TOTALI .32 15.t5 11 .cJo 
SD(COMMON) .30 15.43 10.39 

r: ( M I N 1 3.47 0.00 0.00 
<(MAX) 6.50 86.67 80.00 
JTG / LTL (95%) , 4.71 0.00 0.00 
3TG / UTL (75%)1 5.37 40.62 29.21 

+\. 



I 

0 
TABLE: HCD 026 

(Historical control data from the breeder) 

DATUM : 29.b3.1990 BASI S-DATEN RATTE 

DATE : 23.03.1990 HISTORICAL-VALUES RAT5 

FETEN~PARAMETER BE1 SCHNITTENTBINDUNG WURF-PARAMETER 
FETUSES-PARAMETER AT HYSTERECTOMY LITTER-PARAMETER 

CORPORA- IMPLAN- LEBENDE TOTE SEX(%-LEBEND) RESORPTl ONEN/RESORPTIONS 
LUTEA TATI ONEN FETEN FETEN SEX(x-VIABLE) 

STATISTIKEN CORPORA- IMPLAN- VIABLE DEAD MAENNL. WEIBL, TOTAL FRUEH SPAET 
STATISTICS LUTEA TATIONS FETUSES FETUSES MALE FEMALE TOTAL EARLY LATE 
I___^_______^I___cL_--^-^------------------ --------------------_^_____l^__l___^____--~----------------------- 

N VERS. / STUD. 10 10 IO 10 IO 10 

N GRUP. / GROUPS 26 EG 26 2G 26 2t 
t( wUERFE/LITTERS 393 393 393 393 393 393 

10 
2G 

393 

IO 
26 

393 

10 
2B 

‘393 

MW(TOTAL1 15.58 14.03 le.‘97 
MW(MIN) 13.50 12.46 10.64 
MU(MAX) 17.50 15.25 15.00 

01 
0:oo 

.06 

50 I94 49.05 1 *OS 
40.09 24.44 .25 
75.56 59.91 2.91 

.8f 
17 

2:64 

18 
0:oo 

.a3 

1141 
1.34 

2.02 2.94 3.12 .ll 14.98 14.99 
1.95 2.96 3.08 . 1 1 14.71 14.72 

1.26 
1.21 

‘\ 0 .oo 
9.00 
0.00 
3.34 

SDCTOTAL) 
SD(COMMON) 

46 
:44 

0 .oo 0.00 0 .oo 
I .oo 100.00 100.00 
0.00 21 .58 19.68 

.23 80.29 78.42 

X(HIN) 6.00 
X(MAX) 22.00 
IJTG / LTL (95%) 11 .63 
OTG / UTL (35%) 19.53 

2.00 1 .oo 
20.00 14.00 

8.26 6.86 
19.79 19.07 

0.00 
11 .oo 

0.00 
3.01 

0.00 
2.00 
0.00 
1 .O? 



Date:June 06, 1994 Historical control values for one skeletal variation 
(stemebra(e) of irregular shape) 

Oral prenatal toxicity studies in Wistar rats 

HCD 025 

carried out in BASF’s Department of Toxicology 

Fetuses Litters Fetal Litter Affected 
Study No. Study period evaluated evaluated incidence incidence fetuses/litter 

WI (NJ N(%) N(%) (mean %) 

91081 Aprlhhay 92 116 18 51(44) 16(89) 43.9 

91096 Sep/Oct 92 161 23 69(43) 22(96) 41.6 

Fetuses Litters Fetal Litter Affected 
Range evaluated evaluated incidence incidence fetuses/litter 

PO (NJ (“h) (%) (mean %) 

minimum 116 18 20 71 19.0 
’ maximum 193 25 44 100 46.2 



HCD 024 

Affected 
fetuses/litter 
(mean %) 

37.2 

34.6 

Date:June 06, 1994 Historical control values for one skeletal variation 
(sternebra(e) of irregular shape) 

Oral prenatal toxicity studies in Wistar rats 
carried out in BASF’s Department of Toxicology 

Fetuses Litters Fetal Litter 
Study No. study period evaluated evaluated incidence incidence 

(NJ (NJ N(%) N(%) 

84085 JanlFeb 88 147 24 59(40) 20(83) 

84086 Mar/Apr 88 172 25 58(34) 21(84) 

I I , I , I I 

91070 IApr/May 93 1 145 20 1 49(34) 18(90) 36.8 
I 

1 ( 
1 , 

91071 Mar 92 174 24 64(37) 22(52) 36.8 

4B 



Date: June 06, 1994 Historical control values for retardations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

HCD 023 

Fetuses Litters Fetal Litter Affected 
Range evaluated evaluated incidence incidence fetuses/litter 

N W) (%) (“/I (mean %) 

Skeletal minimum 116 18 27 68 27.3 

maximum 193 25 72 100 71.5 

Total minimum 222 18 14 68 14.1 

maximum 366 25 38 100 37.8 



Date: June 06, 1994 Historical control vafues for retardations HCD 022 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

Fetuses Litters Fetal Litter Affected 
Study No. Study period evaluated evaluated incidence incidence fetuses/litter 

(NJ (NJ N(%) N(%) (mean %) 

84085 JanlFeb 88 Skeletal 147 24 58(39) 2392) 42.3 

Total 279 24 58(21) 2392) 22.4 

‘ 



Date:June 06,1994 Historical control values for variations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 021 

Fetuses Litters Fetal Litter Affected 
Study No. Study period evaluated evaluated incidence incidence fetuses/litter 

WI (NJ N(%) N(%) (mean %) 

91071 Mar 92 External 338 24 O(O) O(O) 0 

Visceral 164 24 8(4.9) 8W 4.9 

Skeletal 174 24 71(41) W92) 41.2 

Fetuses Litters Fetal Litter Affected 
Range evaluated evaluated incidence incidence fetuses/litter 

0’0 N (%I (%) (mean Oh) 

External minimum 222 18 0 0 0 
maximum 366 25 0 0 0 

Visceral minimum 106 18 4.9 35 4.9 
maximum 173 25 55 100 55.6 

Skeletal minimum 116 18 32 81 30.7 
maximum 193 25 54 100 52.7 

Total minimum 222 18 23 91 23.6 
maximum 366 25 47 100 47.0 



Date:June 06,1994 Historical control values for variations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 020 

, Fetuses Litters 
Study No. Study period evaluated evaluated 

90104 ]Jun 91 
I 

90116 JuVAug 91 

91013 Jul 91 

I 91030 I OctlNov 91 

I 
91070 (Apr/~ay 93 

I 



Date:June 06,1994 Historical control values for variations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 019 



Date:June 06,1994 Historical control values for malformations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 018 



Date:June 06,1994 Historical control values for malformations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 017 

Fetuses Litters Fetal Litter Affected 
Study No. Study period evaluated evaluated incidence incidence fetuses/litter 

(N) (NJ N(%) N(%) (mean %) 

89117 May 93 External 329 23 O(O) O(O) 0 

Visceral 158 23 w3 f-w) 0 

Skeletal 171 23 12(7.0) 7(30) 6.7 



Date:June 06,1994 Historical control values for malformations 
Oral prenatal toxicity studies in Wistar rats 

carried out in BASF’s Department of Toxicology 

TABLE: HCD 016 

Fetuses Litters Fetal Litter Affected 
Studv No. Studv period evaluated evaluated incidence incidence fetuses/litter 



17-AUG-94 

TABLE : HCD 015 

SPECIES RAT HISTORICAL CONTROL DATA 

STRAIN HISTAR 
SUPPLIER Dr. K. Thomae 

FETAL SKELETAL RETARDATIONS 

NUM~~~eEVALUATED 

Dead 

R SACRAL VERTEBRA(E) NOT OSSIFIED 

R CAUOAL VERTEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) NOT OSSIFIED 

R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE 

R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER 

R METACARPAL BONES INCOMPLETELY OSSIFIED 

R HINDLIMB INCOMPLETELY OSSIFIED 

R HINDLIMB NOT OSSIFIED 

R METATARSAL BONES INCOMPLETELY OSSIFIED 

R METATARSAL BONES NOT OSSIFIED 

R OS PUBIS NOT OSSIFIED 

R OS ISCHIUM NOT OSSIFIED 

R OS PUBIS INCOMPLETELY OSSIFIED 

TOTAL FETAL SKELETAL RETARDATIONS 

FETUSES 
% 

SRANG: (per study) LITTERS 
% 5 

%RANGE (per st;dy) 
% 0 N 

3388:: 
0 

1 

2 

266 

711 

485 

4 

2 

1 

3 

1 

1 

1 

2 

1711 

N 

545 

0.03 0.0 

0.05 0.0 

6.9 1.7 

18.5 6.8 

12.6 5.0 

0.1 0.0 

0.05 0.0 

0.03 0.0 

0.08 0.0 

0.03 0.0 

0.03 0.0 

0.03 0.0 

0.05 0.0 

44.4 

0.6 

0.6 

13.0 

54.8 

19.2 

1.2 

1.2 

0.6 

0.6 

0.6 

0.6 

0.6 

0.7 

1 0.2 

2 0.4 

178 32.7 

319 58.5 

278 51.0 

4 0.7 

2 0.4 

1 0.2 

3 0.6 

1 0.2 

1 0.2 

1 0.2 

2 0.4 

486 89.2 

0.0 4.3 

0.0 4.3 

11.1 52.4 

34.8 95.5 

26.1 69.6 

0.0 9.1 

0.0 9.1 

0.0 4.5 

0.0 4.5 

0.0 4.5 

0.0 4.3 

0.0 4.3 

0.0 4.3 

OBSERVATION CODE: R=Retardation 



17-AUG-94 

SPECIES RAT 

STRAIN WISTAR 
SUPPLIER Dr. K. Thomae 

______________-_----------- ------- -, 

TABLE : HCD 014' 

HISTORICAL CONTROL DATA 

FETAL SKELETAL RETARDATIONS 

________--__-------^-------------------------------------------------------------------------- 

Dead 

R HYOID BONE INCOMPLETELY OSSIFIED 

R HYOID BONE NOT OSSIFIEO 

R SKULL INCOMPLElELY OSSIFIED 

R CERVICAL VERTEBRAL ARCH(ES) INCOMPLETELY OSSIFIED 

R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.) 

R THORACIC VERTEBRAL BODY/BODIES NOT OSSIFIED 

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY OSSIFIED 

R THORACIC VERTEBRAL BODY/BODIES BIPARTITE (SYMMETRICAL) 

R THORACIC VERTEBR. BODY/BODIES-ONLY ONE OSSIFICATION CENTER 

R LUMBAR VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETRICAL) 

R LUMBAR VERTEBRAL BODY/BODIES-ONLY ONE OSSIFICATION CENTER 

R LUMBAR VERTEBRAL ARCH(ES) INCOMPLETELY OSSIFIED 

R LUMBAR VERTEBRAL BODY/BODIES NOT OSSIFIED 

R LUMBAR VERTEBRAL BODy/.BO.DIES INCOMPLETELY .OSSIFIED 

R SACRAL VERTEBRAL ARCH(ES) INCOMPLETELY OSSIFIED 

R SACRAL VERTEBRAL BODY/BODIES NOT OSSIFIED 

R SACRAL VERTEBRA(E) INCOMPLETELY OSSIFIED 

OBSERVATION CODE: R-Retardation 

FETUSES 
% 

%RANGE (per skudy) LITTERS %RANGE (per study) 
% % % N 

3851 
3851 

0 

9 

4 

13 

1 

445 

5 

310 

11 

14 

2 

1 

6 

1 

1 

2 

1 

2 

N 

545 

0.2 0.0 1.2 9 1.7 

0.1 0.0 1.2 4 0.7 

0.3 0.0 1.3 12 2.2 

0.03 0.0 0.6 1 0.2 

11.6 5.8 22.0 278 51.0 

0.1 0.0 1.2 5 0.9 

8.0 0.0 49.1 124 22.0 

0.3 0.0 2.8 10 1.8 

0.4 0.0 1.8 14 2.6 

0.05 0.0 0.6 2 0.4 

0.03 0.0 0.6 1 0.2 

0.2 0.0 1.2 5 0.9 

0.03 0.0 0.6 1 0.2 

0.03 0.0 0,. 6 1 0.2 

0.05 0.0 1.5 2 0.4 

0.03 0.0 0.b 1 0.2 

0.05 0.0 0.b 2 0.4 

% 

0.0 

0.0 

0.0 

0.0 

29.2 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

9.1 

8.7 

8.3 

4.0 

72.7 

9.1 

100.0 

14.3 

12.0 

4.3 

4.3 

5.6 

4.3 

4.3 

10.0 

4.3 

4.5 



17-AUG-94 

TABLE : HCD 013 

SPECIES RAT HISTORICAL CONTROL DATA 

STRAIN WISTAR FETAL SKELETAL VARIATIONS 
SUPPLIER Dr. K. Thomae 

____________________------------------------------------------------------------------------------------------------------------- 

NUMBER EVALUATED 

KZ 

V ACCESSORY THORACIC VERTEBRA 

V ACCESSORY LUMBAR VERTEBRA 

V STERNEBRA(E) OF IRREGULAR SHAPE 

V STERNEBRA(E) BIPARTITE 

V ACCESSORY STERNEBRA 

V ACCESSORY 14TH RIB(S) 

V RUDIMENTARY CERVICAL RIB(S) 

V 13TH RIB(S) ABSENT 

V 13TH RIB(S) SHORTENED 

V FLYING RIB(S) 

V WAVY RIB(S) 

TOTAL FETAL SKELETAL VARIATIONS 

FETUSES LITTERS 
% 

%RANGE (per skudy) 
N % 

%RANGE (per st;dy) 
N 

E 
0 

2 

5 

1 395 

78 

7 

45 

99 

1 

306 

1 

1 

1707 

0.05 

0.1 

36.2 

2.0 

0.2 

1.2 

2.6 

0.03 

7.9 

0.03 

0.03 

44.3 

% 

0.0 

0.0 

20.1 

0.0 

0.0 

0.0 

0.0 

0.0 

3.0 

0.0 

0.0 

545 

0.8 2 0.4 

2.3 3 0.6 

44.2 495 90.8 

6.8 66 12.1 

0.7 7 1.3 

4.1 36 b.6 

6.3 78 14.3 

0.6 1 0.2 

13.5 181 33.2 

0.6 1 0.2 

0.6 1 0.2 

513 94.1 

5 

0.0 

0.0 

71.4 

0.0 

0.0 

0.0 

0.0 

0.0 

13.6 

0.0 

0.0 

5.3 

5.3 

100.0 

31.6 

4.8 

16.0 

30.4 

4.0 

54.5 

4.0 

4.2 

OBSERVATION CODE: V-Variation 



c) 
” zc 

0 
0 

0 
. 

. 
. 

0 
0 

0 

. . 



17-AUG-94 

TABLE : HCD 011 

SPECIES RAT HISTORICAL CONTROL DATA 

STRAIN WISTAR FETAL SKELETAL MALFORMATIONS 
SUPPLIER Dr. K. Thomae 

____________________------------------------------------------------------------------------------------------------------------- 

Dead 

M FETUS WITH MULTIPLE MALFORMATIONS OF RIBS AND VERTEBR. CDL 

M MANDIBLE FUSED 

M VERTEBRAE FUSED AND/OR OF IRREGULAR SHAPE 

M CERVICAL VERTEBRAL ARCHES FUSED 

M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

M THORACIC VERTEBRAL BODY/BODIES BIPARTITE (ASYMMETRICAL) 

M THORACIC VERTEBRA ABSENT 

M DIFF.THORAC.VERT.BOD. AND/OR ARCHES SEVERELY MALFORMED 

M THORACIC VERTEBRAL BODY/BODIES DISLOCATED 

M LUMBAR VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.) 

M LUMBAR VERTEBRA ABSENT 

M LUMBAR VERTEBRAE FUSED AND/OR OF IRREGULAR SHAPE 

M OIFF.LUMB.VERTEBR.BOD. AND/OR ARCHES SEVERELY MALFORMED 

M LUMBAR VERTEBRAL BODY/BODIES BIPARTITE (ASYMMETRICAL) 

M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED 

M STERNEBRAE SEVERELY FUSED (BONY PLATE) 

M FUSED RIBS 

OBSERVATION CODE: M=Malformation 

FETUSES %RANG; (per szudy) LITTERS %RANGE (per st;dy) 
N 

E 
0 

2 

1 

2 

2 

128 

23 

4 

1 

1 

1 

1 

1 

1 

2 

21 

1 

1 

% 

0.05 

0.03 

0.05 

0.05 

3.3 

0.6 

0.1 

0.03 

0.03 

0.03 

0.03 

0.03 

0.03 

0.05 

0.5 

0.03 

0.03 

0.0 0.7 

0.0 0.7 

0.0 1.1 

0.0 1.2 

0.0 a.0 

0.0 1.9 

0.0 1.2 

0.0 0.7 

0.0 0.6 

0.0 0.5 

0.0 0.6 

0.0 0.8 

0.0 0.6 

0.0 0.b 

0.0 1.8 

0.0 0.6 

0.0 0.6 

N 

545 

2 

1 

1 

2 

101 

22 

4 

1 

1 

1 

1 

1 

1 

2 

21 

1 

1 

% 

0.4 

0.2 

0.2 

0.4 

18.5 

4.0 

0.7 

0.2 

0.2 

0.2 

0.2 

0.2 

0.2 

0.4 

3.9 

0.2 

0.2 

% 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

4.3 

4.3 

4.3 

8.0 

39.1 

13.0 

9.1 

4.2 

4.0 

4.0 

4.0 

5.3 

4.3 

4.3 

13.6 

4.5 

4.0 



17-AUG-94 

l l 
TABLE : HCD 010 

SPECIES RAT 

STRAIN WISTAR 
SUPPLIER Dr. K. Thomae 

HISTORICAL CONTROL DATA 

FETAL SOFT TISSUE UNCLASSIFIED FINUINGS 

FETUSES LITTERS 
N 

9- 
0 

SRANGF (per siudy) 
0 N % 

%RANGE%(per st;dy) 

NUMIJ:JeEVALUATED 3574 3574 543 

Dead 0 

IJ BLOODY IMBIBITION OF KIDNEY(S) 2 0.06 0.0 0.7 2 0.4 0.0 4.3 

TOTAL FETAL SOFT TISSUE UNCLASSIFIED FINDINGS 2 0.06 2 0.4 

OBSERVATION CODE: U=Unclassified 



. . 



17-AUG-94 

TABLE : HCD 008 

SPECIES RAT 

STRAIN WISTAR 
SUPPLiER Dr. K. Thomae 

1iIsT0RIcfiL CONTROL DATA 

FETAL SOFT TISSUE MALFORMATIONS 

_______________-__-_----------------------------------.--------------------------------------------------------------------------- 

FETUSES 
N 

%RANGE (per study) LITTERS 
% 9 0 > 0 N % 

%RANGE+(per stydy) 
0 

NUMBER EVALUATED 3574 543 
Live 
Dead 357i 

M SITUS INVERSIJS 1 0.03 0.0 0.8 1 0.2 0.0 5.3 

M HYDROCEPHALY 3 0.08 0.0 1.6 3 0.6 0.0 10.0 

II DILATATION OF BOTH VENTRICLES (GLOBULAR SHAPED HEART) 3 0.08 0.0 1.2 3 0.6 0.0 8.3 

M DEXTROCARDIA 1 0.03 0.0 0.6 1 0.2 0.0 4.2 

M HEART: DILATATION OF RIGHT VENTRICLE 1 0.03 0.0 0.8 1 0.2 0.0 5.0 

TOTAL FETAL SOFT TISSUE MALFORMATIONS 8 0.2 8 1.5 

OBSERVATION CODE: M-Malformation 



17-AUG-94 

TABLE : HCD 007 

SPECIES RAT 

STRAIN WISTAR 
SUPPLIER Or. KS Thomae 

HISTORICAL CONTROL DATA 

FETAL EXTERNAL UNCLASSIFIED FINDINGS 

FETUSES SRANG; (per s:udy) LITTERS 
N % N % 

%RANGE%(per stidy) 

NUM;:;eEVALUATED 7426 7426 545 

Dead 0 

U PLACENTAE FUSED 13 0.2 0.0 1.1 12 2.2 0.0 10.0 

U BLOOD COAGULUM AROUND PLACENTA 

TOTAL FETAL EXTERNAL UNCLASSIFIED FINDINGS 

10 0.1 0.0 1.8 4 0.7 0.0 9.5 

22 0.3 15 2.0 

OBSERVATION CODE: U=Unclassified 
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BASF 
Abteilung Toxikologie 
Department of Toxicology 

Report; Project No.: 3OCO200/8625 

KEY TO THE ABBREVIATIONS USED IN PART A OF THE TABLES 

FC 

BOOYWT 

G 

M 

so 

N 

PPM 

NR 

feed consumption (feed Intake) 

body weight 

weight in grams 

mean 

standard deviation 

number of animals for the calculation of M  and SO 

dose in parts per million 

value was determined and documented in the raw data, 

but was not taken into account in the calculation of 

means ("outlier" 1 

The figures in the top row of each table indicate the time to 
which the data on the specific parameter refer. 

a) Feed consumption (Tables 001 - 0161 

Feed consumption was determined once a week during the 
administration period. 

b) Body weight (Tables 017 - 032) 

The body weights were determined once a week during the 
administration period 



8ASF TOXICOLOGV 
PROJECT NUMBER 3OCO200/0025 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL DATA W ITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE 

MALES day 7 day 14 day 21 day 20 day 35 day 42 day 49 

ANIMAL 

GROUP 0 

0 PPM 1 
2 
3 
4 
5 
6  

: 
10  

*E 
N 

FC/OAV FC/DAY FC/DAY FC/DAY FC/OAY FC/DAV FCIOAV 
c G  G  G  G  G  G  

26.8 
25.6 
25.9 
25.9 
27.5 
25.0 
25.1 
27.3 
25.4 
24.6 

20.6 
27.6 
25.9 
26.6 
26.5 
26.1 
26.9 
29.0 
26.4 
26.4 

29.7 26.9 31.1 29.6 26.5 
26.6 26.6 26.0 26.0 26.5 
27.1 25.6 26.2 27.6 25.1 
26.6 25.3 25.4 26.0 24.6 
26.3 20.0 27.6 27.0 27.6 
25.9 25.7 26.2 25.2 27.4 
25.9 25.7 26.4 25.6 24.6 
28.1 27.5 26.6 27.4 27 * 2 
25.7 26.2 26.4 27.1 26.6 
26.1 25.5 25.4 24.7 25.5 

26.0 27.2 27.0 26.3 26.7 2b.7 26.2 
0.9 1.1 1.3 0.9 1.7 1.5 1.1 

10 10 10 10 10 10 10 

TABLE 



BASF TOXICOLOGY 
PROJECT NUMBER 3OCO200/6625 J-MONTH FEEOING STUDY OF TCT XN RATS 

INDIVIDUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE 

MALES day 63 day 70 day 77 day 64 day 91 

ANIMAL 

GROUP 0 

0 PPM 1 
2 
3 
4 
5 
6 
7 
0 
9 
10 

SE 
N 

FC/OAV FCIOAV FC/OAV FC/OAV PC/DAY 
G G G G G 

29.1 20.7 29.9 
27.1 26.9 27.2 
27.9 
26.0 
29.0 
26.5 
25.6 
27.3 
26.6 
25.6 

20.0 
25.6 
28.6 
25.6 
22.2 
26.7 
27.7 
25.3 

29.0 
27.5 
29.5 
26.5 
27.1 
26.9 
27.3 
23.2 

29.5 20.7 
28.0 24.5 
28.6 20.9 
20.9 30.0 
29.4 20.7 
27.0 26.3 
26.1 26.5 
26.7 25.5 
26.4 26.7 
25.2 26.4‘ 

27.1 26.6 27.4 27.0 27.2 
1.3 2.0 1.9 2.6 1.0 

10 10 10 10 10 

TABLE 



TABLE 

BASF TOXICOLOGY 
PROJECT NUMBER 30C0200/0625 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY 

MALES day 7 day 14 day 21 day 20 day 35 day 42 

ANIMAL FC/DAY FC/DAY 
G G  

FC/DAY FC/DAY 
G G  

FCIDAY FC/DAY 
c G  

GROUP 1 

1000 PPM 11 27.4 
12 27.4 
13 26.4 
14 24.9 
15 26.2 
16 30.7 
17 20.3 
18 27.8 
19 25.1 
20 26.7 

29.0 
29.2 
26.4 
26.8 
27.0 
31.1 
29.2 
20;2 
25.9 
28.6 

28. a 28.1 28.0 27.1 
29.0 28.1 29.9 20.6 
24.6 26.4 26.1 26.3 
26.1 25.1 25.9 25.0 
28.5 27.7 27.9 20.3 
29.0 29.4 29.2 29.2 
26.0 25.1 26.3 26.4 
26.2 26.2 26.6 20.4 
26.0 25.0 24.7 24.2 
20.1 26.3 26.8 26.7 

M  27.1 28.2 27.6 26.9 27.3 27.0 
SD 1.7 1.6 1.5 1.6 1.6 1.6 

N  10 10 10 10 10 10 

PRINT DATE 

day 49 

FC/DAY 
G 

28.2 
30.1 
26.3 
26.0 
27.2 
30.1 
27.9 
28.9 
25.5 
26.8 

27.7 
1.6 

10 

. ‘. 



BASF TOXIC~LOCY 
PROJECT NUMBER 3OCO200/0625 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL OATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE 

MALES aay 63 day 70 day 77 day 04 

ANIMAL 

1000 PPM 11 
12 
13 
14 
15 
16 
17 
18 
19 
20 

25:4 
27.0 
30.5 
27.2 
30.7 
25.2 
25.4 

M  27.4 27.2 26.3 27.4 27.4 
SD 2.2 2.1 3.1 1.7 1.7 

N 10 10 10 10 10 

FCfDAY FC/DAy FC/DAy FC/DAY 
G G ci G 

27.6 
29.1 
24.7 

27.2 27.7 27.5 27.6 
28.1 29.5 28.2 29.1 
25.1 25.8 25.0 24.9 . 
25.3 27.5 26.3 27.2 
27.0 27.1 29.0 28.3 
30.1 29.3 29.5 28.7 
27.9 27.9 27.4 27.3 
31.0 36.3 29.8 30.0 
25.2 25.6 25.4 24.4 
25.4 26.6 25.7 26.0 

day 91 

FC/OAY 
c 

TABLE 



TABLE 

BASF TOXICOLOGY 
PROJECT NUMBER 3DCDZQQ/B625 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE 

MALES day 7 day 14 day 21 day 28 day 35 day 42 day 49 

ANIMAL FCIDAY FC/DAV FC/DAY FC/DAV FC/DAV FC/DAY FC/DAY 
c G ci G G G G 

GROUP 2 

4000 PPM 21 26.3 
22 26.9 
23 20.7 
24 27.5 
25 26.2 
26 27.0 
27 25.3 
28 26.9 
29 25.5 
30 25.0 

M  26.7 26.1 26.2 28.0 27.6 26.1 27.8 
SD 0.9 1.0 1.7 2.3 2.0 1.9 2.0 

N 10 10 9 10 10 10 10 

29.0 
28.6 
29.4 
29;2 
26.2 
26.2 
27.9 
28.3 
27.4 
27.0 

20.6 26.9 27.5 27.2 26.5 
NR 32.2 29.6 27.0 28.5 

30.5 29.9 31.3 31.3 32.1 
28.8 20.9 26.4 29.6 27.7 
26.6 25.7 26.0 26.7 25.3 
29.5 29.7 23.5 28.9 29.1 
26.4 25.5 25.2 26.4 25.4 
30.0 29.0 28.2 30.6 28.8 
25.9 25.1 25.1 25.8 26.6 
27 .? 27.1 27.1 27.1 27.5 



TABLE 

aASF TaXICcLaGV 
PROJECT NUMBER 3OCO200/8625 3-MONTH FEEDING STUOV Of= TCT IN RATS 

INDIVIDUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT OATE 

MALES 

GROUP 2 

clay 63 day 70 day 77 day a4 day 91 

ANIMAL FC/DAV FC/DAV FC/OAV FC/OAV FC/DAV . 
G  G  G  c G  

4000 PPM 21 25.6 25.3 26.1 25.2 25.3 
22 27.4 23.3 29.6 26.5 27.0 
23 32.0 31.4 31.3 30.5 31.6 
24 24.0 30.2 27.2 28.3 27.7 
25 25.5 25.2 25.6 25.4 24.4 
26 29.6 30.6 30.4 29.0 20.2 
27 26.0 26.0 27.3 25.9 25.9 
28 20.9 27.5 30.5 29.5 31.5 
29 26.5 26.5 26.5 26.5 27.3 
30 26.6 27.6 21.9 30.4 28.4 

M 27.2 27.4 27.7 27.7 27.7 
so 2.3 2.6 2.9 2.0 2.4 

N  10 10 10 10 10 



BASF TOXICOLOGY 
PROJECT NUMBER 3OCO200/6625 

INDIVIDUAL DATA WITH MEANS 

J-MONTH FEEDING STUDY OF TCT IN RATS 

FOOD CONSUMPTION/ANIMAL/OAV 

MALES 

ANIMAL 

GROUP 3 

16000 PPM 31 26.2 27.2 26.6 26.2 27.5 27.5 26.7 27.1 
32 26.6 29.9 29.2 28.8 29.7 29.7 29.0 29.7 
33 26.9 27.6 28.0 26.6 20.0 20.4 29.0 26.2 
34 25.4 26.6 27.7 27.6 27.3 25.6 25.9 26.1 
35 26.6 29.5 30.0 29.6 26.9 29.0 29.6 29.5 
36 29.6 31.4 31.2 31.4 31.0 31.5 33.0 32.8 
37 25.1 25.6 25.1 24.9 25.9 25.2 25.0 24.8 
38 25.2 25.6 25.2 23.6 26.4 26.5 25.8 25.7 
39 25.7 26.2 26.4 25.5 26.0 26.9 26.6 27.7 
SO 24.6 27.1 26.7 26.0 26.6 26.3 26.7 26.0 

M  26.2 27.7 27.6 27.1 27.0 27.7 27.9 27.6 
SD 1.4 1.9 2.0 2.3 1.6 1.9 2.7 2.3 

N 10 10 10 10 10 10 10 10 

day 7 day 14 

FC/OAV FC/DAY 
c G  

day 21 

FC/DAV 
G 

day 26 

FC/DAV 
G 

day 35 

FC/DAY 
G 

TABLE A OG7 

PRINT DATE lo-FEB-67 

day 42 day 49 day 56 

FCIOAV FCIDAY FC/DAV 
G G  G  



OASF TOXICOLOGY 
PROJECT NuhwER 30C020016625 J-MONTH FEEOXNG STUDY OF TCT IN RATS 

INOIVIOUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE lo-FEB-87 

MALES day 63 day 70 day 77 day 04 day 91 

ANIMAL 

GROUP 3 

16000 PPM 31 
32 
33 
34 
35 
36 
37 
36 
39 
40 

h4 27.6 27.3 27.6 26.9 27.4 
SO 2.1 2.1 2.5 2.4 2.6 

N  10 10 10 10 10 

l=C/DAY FC/DAY FCtDAY FC/DAY FCf OAY 
c ci c c G  

27.3 
29.3 
29.0 
27.1 
29.4 
31.5 
25.0 
25.6 
26.1 
26.2 

27.6 26.7 24.5 27.9 
20.8 30.2 20.4 20.6 
28.6 29.2 29.2 29.2 
25.5 25.6 25.8 24.8 
28.4 29.4 27.8 28.8 
31.7 32.6 32.0 32.6 
25.3 24.9 24.6 23.9 
25.5 26.3 24.8 26.6 
26.1 25.3 25.9 26.6 
26.1 26.0 25.8 24.5 



TABLE A 009 
DASC tOX1COLOGY 
PROJECT NUMBER 3OCOZOOi8625 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE lo-FEB-87 

FEMALES 

ANIMAL 

GROUP 0 

0 PPM 41 
42 
43 
44 
45 
46 
47 
48 
49 
50 

M  18.3 17.6 10.1 18.3 10.3 17.6 16.1 18.9 
SD 2.2 2.5 2.1 2.1 2.3 2.5 1.0 1.9 

N 10 10 10 10 10 10 10 10 

day 7 day 14 day 21 day 26 day 35 day 42 day 49 day 56 

FCiDA’f FC/DAY FCIDAY Fe/DAY FC/DAY FC/DAY Fe/DAY FC/DAY 
ci G  G  G  G  G  ci G  

17.8 16.6 18.5 18.0 18.3 16.8 19.2 19.0 
17.7 15.6 17.8 18.2 17.0 16.9 17.7 19.7 
21.6 19.9 20.3 19.7 19.7 .16.2 10.6 19.6 
15.6 16.0 17.1 17.0 17.4 17.2 17.1 16.6 
19.6 22.1 21.7 21.1 22.0 22.7 21.1 21.6 
21.5 30.2 19.7 21.7 21.2 20.8 20.0 21.7 
19.5 10.0 16.9 17.5 18.9 17.2 16.7 19.1 
16.9 16.2 17.5 16.9 16.2 16.8 16.9 17.4 
17.3 17.0 17.3 17.8 17.6 17.4 17.3 17.0 
15.4 14.0 14.2 14.7 14.3 13.8 14.8 15.9 



TABLE A 010 
BASF TOXICOLOGY 
PROJECT NUMBER 3OCO200/8625 3-MONTH FEEDING STUDY OF TCT IN RATS 

INDIVIDUAL DATA WITH MEANS b FOOD CONSUMPTION/ANIMAL/OAY PRINT DATE lo-FEE-87 

FEMALES day 63 day 70 day 77 day 84 day 91 

ANIMAL FC/DAY FC/DAY FClOAY FC/OAY FC/DAY 
G G G G G 

GROUP 0 

0 PPM 41 19.1 20.6 20.9 20.0 19.8 
42 18.0 17.6 19.1 19.9 19.4 
43 20.3 18.9 20.7 20.1 21.2 
44 16.7 17.6 17.8 17.5 17.3 
45 22.1 21.0 22.1 21.7 21.3 
46 20.6 19.0 20.0 20.9 20.1 
47 19.9 10.5 17.6 27.8 19.3 
48 16.9 17.2 17.8 16.3 16.3 
49 16.3 18.2 19.0 19.2 18.1 
50 14.6 14.8 16.0 17.0 15.9 

M  18.6 16.3 19.2 19.2 16.9 
SD 2.2 1.8 1.9 1.6 1.9 

N 10 10 10 10 10 



BASF TOXICOLOGY 
PROJECT NUMBER 3OCO200/8625 ~-M~NTH FEEDING STUDY 0~ TCT IN RATS 

INDIVIOUAL DATA WITH MEANS FOOD CONSUMPTION/ANIMAL/DAY PRINT DATE lo-FEE-87 

FEMALES day 7 day 14 day 21 day 28 day 35 day 42 day 49 day 56 

GROUP 1 

ANIMAL FC/DAY FC/DAY FC/DAY FC/DAY FC/DAY FC/DAY FC/DAY FC/DAY 
c G c G G G G G 

1000 PPM 51 
52 
53 
54 
55 
56 
57 
50 
59 
60 

M 18.9 18.4 
SD 0.0 1.1 

N 10 10 

18.8 
20.4 
19.9 
17.5 
10.9 
18.4 
10.9 
10.7 
10.0 
19.0 

18.1 
19.6 
20.7 
16.9 
17.3 
19.0 
18.4 
10.3 
10.0 
17.9 

17.0 
20.0 
20.9 
10.6 
18.9 
18.2 
20.7 
18.7 
18.9 
17.5 

19.0 
1.2 

10 

18.1 19 .‘4 18.6 
19.4 21.8 20.0 
19.9 21.5 22.7 
16.8 17.2 17.1 
17.2 16.9 47.9 
16.9 10.? 17.4 
18.5 17.0 19.0 
16.0 17.7 16.6 
17.6 16.9 18.2 
18.0 20.1 18.4 

16.1 
1.0 

10 

10.0 
1.8 

10 

18.6 16.6 18.6 
. 1.8 1.1 1.6 

10 10 10 

TABLE A 011 

19.5 
19.8 
16.5 
19.4 
19.0 
18.3 
19.8 
17.6 
18.7 
19.3 

19.2 
19.4 
22.2 
17.5 
19.9 
16.1 
18.5 
18.7 
17.7 
10.6 


